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ORIGIN HEW-06 

INFO OCT-01 EUR- 1 2 ISO-OO OES-05 EB-07 COME-OO /031 R 

DRAFTED BY: DHEW/FD A : JRWEINROTH 
APPROVED BY: OES/APT/BMP:MBEAUBIEN 
DHEW/OIH:MACODDING 
EUR/SOV :JCOLBERT (INFO) 

EUR/CE:DANDERSON (INFO) 

OES/APT/SEP:RCLIIMATAINEN 

103899 

R 210010Z NOV 75 
FM SECSTATE WASHDC 
TO AMEMBASSY BONN 
AMEMBASSY MOSCOW 

UNCLAS STATE 275666 

E.O. 11652: NA 

TAGS: OGEN, ETRD, TBIO, GW, UR 

SUBJ: FDA ADVISORY- VOLUNTARY RECALL PEDIATRIC BLOOD 
OZYGENATOR 

1. FDA ADVISES THAT THE FOLLOWING DEVICE IS BEING RECALLED 
FROM THE MARKET: 

PRODUCT: PEDIATRIC BLOOD OXYGENATOR LAB LED IN PART "TRAVENOL 
5M0318 VF-1 DISPOSABLE, NON-RIGID, TOTAL BODY PERFUSION 
BUBBLE TYPE OXYGENATOR WITH VARIABLE DIAMETER OXYGENATING 
COLUMN, PEDIATRIC-2LF ARTIFICIAL ORGAN DIVISION, TRAVENOL 
LABORATORIES, INC., DEERFIELD, ILLINOIS 60015. U.S.A." 

LOTMNUMBERS : L31L8 AND L31X9 

MANUFACTURER/DISTRIBUTOR/RECALLING FIRM: TRAVENOL LABORATORIES, 
INC. DEERFIELD, ILLINOIS 60015. 

REASON FOR RECALL: THE FIRM IS RECALLING ALL UNITS OF THE ABOVE 
PRODUCT FOLLOWING FOUR COMPLAINTS OF LEAKAGE AT THE CONNECTION 
TO THE OXYGENATING COLUMN (BOTH AT THE VENOUS AND CARDIOTOMY 
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CONNECTIONS). 
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2. POSTS ARE REQUESTED TO CONTACT FOREIGN CONSIGNEES TO DETERMINE 
IF THEY HAVE RECIEVED THE RECALL LETTER ISSUED BY THE FIRM 
AND DATED AUG 22, 1975. ANY QUESTIONS CONSIGNEES MAY HAVE 
REGARDING THIS RECALL SHOULD BE DIRECTED TO THE RECALLING 
FIRM DIRECTLY. 

FOREIGN CONSIGNESS AS FOLLOWS: 

TRAVENOL LABS GMBH 

MUNICH 2, WEST GERMANY 

ATTN: W. VAN DERBRANDT 

1 EACH 5M0318 L31X9. EXPORT NO X-15422 

US-USSR TRADE AND ECONOMIC COUNCIL 
NABERESHAJA SHEVESHENKER, 3 MOSCOW 
UNION OF SOVIET SOCIALIST REPUBLICS 
ATTN: J. CONNORS 
1 EACH 5M0318 L31L8 
EXPORT NO X- 15424 KISSINGER 
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Message Attributes 


Automatic Decaptioning: X 

Capture Date: 01 JAN 1994 

Channel Indicators: n/a 

Current Classification: UNCLASSIFIED 

Concepts: EQUIPMENT, MEDICAL RESEARCH 

Control Number: n/a 

Copy: SINGLE 

Draft Date: 21 NOV 1975 

Decaption Date: 01 JAN 1960 

Decaption Note: 

Disposition Action: n/a 
Disposition Approved on Date: 

Disposition Authority: n/a 
Disposition Case Number: n/a 
Disposition Comment: 

Disposition Date: 01 JAN 1960 
Disposition Event: 

Disposition History: n/a 
Disposition Reason: 

Disposition Remarks: 

Document Number: 1975STATE275666 

Document Source: CORE 

Document Unique ID: 00 

Drafter: DHEW/FDA:JRWEINROTH 

Enclosure: n/a 

Executive Order: N/A 

Errors: N/A 

Film Number: D750405-1148 
From: STATE 
Handling Restrictions: n/a 
Image Path: 

ISecure: 1 

Legacy Key: linkl 975/newtext/tl 9751 124/aaaaauzi. tel 

Line Count: 81 

Locator: TEXT ON-LINE, ON MICROFILM 
Office: ORIGIN HEW 
Original Classification: UNCLASSIFIED 
Original Handling Restrictions: n/a 
Original Previous Classification: n/a 
Original Previous Handling Restrictions: n/a 
Page Count: 2 

Previous Channel Indicators: n/a 
Previous Classification: n/a 
Previous Handling Restrictions: n/a 
Reference: n/a 

Review Action: RELEASED, APPROVED 
Review Authority: izenbeiO 
Review Comment: n/a 
Review Content Flags: 

Review Date: 26 NOV 2003 
Review Event: 

Review Exemptions: n/a 

Review History: RELEASED <26 NOV 2003 by ThomasVJ>; APPROVED <26 JAN 2004 by izenbei0> 

Review Markings: 

Margaret P. Grafeld 
Declassified/Released 
US Department of State 
EO Systematic Review 
06 JUL 2006 


Review Media Identifier: 

Review Referrals: n/a 
Review Release Date: n/a 
Review Release Event: n/a 
Review Transfer Date: 

Review Withdrawn Fields: n/a 
Secure: OPEN 
Status: NATIVE 

Subject: FDA ADVISORY-VOLUNTARY RECALL PEDIATRIC BLOOD OZYGENATOR 
TAGS: OGEN, ETRD, TBIO, GE, UR, FDA, TRAVENOL LABORATORIES INC 
To: BONN MOSCOW 
Type: TE 
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